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Office of Environmental Health Hazard Assessment (OEHHA) 
and Air Resources Board (ARB) Public Workshop on 
Environmental Tobacco Smoke: "Developmental and 
Reproductive Effects of Environmental Tobacco Smoke," 
External Review Draft, April 4, 1995, Berkeley, 
California 

The stated purpose of this public workshop was "to 
encourage scientific dialogue prior to consideration" of ETS as a 
potential reproductive and developmental toxicant under Proposition 
65 by California's DART (Developmental and Reproductive Toxicant) 
Committee, scheduled to meet May 12, 1995 in Sacramento. Rather 
than a scientific exchange, however, the workshop consisted of a 
brief review of "Developmental and Reproductive Effects of 
Environmental Tobacco Smoke" (the Review Draft) by its three 
authors, followed by short presentations critical of the Review 
Draft by two scientists appearing at the request of The Tobacco 
Institute. No questions or dialogue took place. Attendance was 
quite sparse, with less than 20 members of the public present in 
the audience. Representatives of the soft drink industry were 
present, in apparent anticipation of the possibility that 
California will attempt to classify caffeine as a developmental and 
reproductive toxicant in the future. 

The moderator of the workshop was James Donald, Ph.D., of 
OEHHA's Reproductive and Cancer Hazard Assessment, whose function 
was to introduce the authors of the Review Draft and to recognize 
those members of the public who wished to comment. Dr. Donald 
introduced Richard Becker, Ph.D., OEHHA's Deputy Director for 
Scientific Affairs. Dr. Becker characterized his office as 
interested in obtaining scientific comments, "open and accepting," 
and wishing to develop a "scientifically rigorous" process. 

The Review Draft will serve as the DART hazard 
identification document for Prop. 65 consideration as well as being 
a component of the ARB Scientific Review Panel's evaluation of ETS. 
Material from the workshop will be given to DART before the 
Committee meets on May 12, 1995. Written comments will be accepted 
if postmarked on or before April 24, 1995. 

Prior to the presentations by the Review Draft's authors. 
Dr. Donald cautioned that while the workshop was a forum for 
comment, it was not a place for debate. He indicated that the 
authors would only respond to clarifying questions. He also noted 
that DART would be allowed, under Prop. 65, to consider the data 
presented in a separate chapter on the claimed respiratory effects 
of ETS. 
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Gayle Windham, Ph.D., of the Reproductive Epidemiology 
Program, Environmental Health Investigations Branch, California 
Department of Health Services, discussed the Review Draft's 
conclusions on reproductive toxicity, including congenital 
malformations, spontaneous abortion, and fetal growth. The Review 
Draft found the data "sufficient" to support a 25-50 gram decrease 
in birthweight and a 20-40 % increased incidence of low 
birthweight/intrauterine growth retardation associated with ETS 
exposure. 


Kirsten Waller, M.D., also of the Reproductive 
Epidemiology Program, made her presentation by speakerphone. While 
she also discussed cognition and height growth, her discussion 
focused on sudden infant death syndrome (SIDS). The data were 
termed "strongly suggestive" prior to the 1995 publication by 
Klonoff-Cohen, et al. of a case-control study of SIDS in 
California. Based on the claimed strength, consistency, and dose- 
response in this study's data, the authors of the Review Draft 
modified their conclusion, claiming that there was "sufficient" 
evidence that ETS is an independent risk factor for SIDS. 

The last presentation was by Mari Golub, Ph.D., of 
OEHHA's Reproductive and Cacner Hazard Assessment Section, who 
briefly reviewed the animal exposure data on ETS. Few relevant 
studies were available to the authors in their review. The 
presentations by the authors concluded at 1:45 p.m. 

Only two members of the audience expressed an interest in 
commenting; both appeared at the request of The Tobacco Institute. 
First was Dr. Raphael Witorsch, who discussed the weight of the 
evidence approach employed in the birthweight analysis in the 
Review Draft. He said that the Draft did not satisfactorily 
address the observation that 70-80% of the studies report changes 
that are not statistically significant. He said that, 
conservatively, these studies are inconclusive if statistical 
significance is used as the scientific standard. 

Dr. Witorsch also noted that there are at least 15 
potential confounders of an association with low birthweight, many 
of which are correlated with smoking status, and are not adequately 
controlled for in the studies cited in the Review Draft. Finally, 
Dr. Witorsch questioned whether the decrements of 1-2 ounces 
reported in these studies could reasonably be detected by 
epidemiologic methods, and if so, whether they were clinically 
significant. 


Dr. Gio Gori then offered his comments to improve the 
Review Draft, focusing on the birthweight evaluation. He said that 
it appeared selective in its interpretation of results, downplaying 
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the largest negative studies, and thereby giving an appearance of 
meeting preconceived expectations. He also noted that while the 
Review Draft correctly noted that maternal smoking is not ETS 
exposure, it nevertheless mixed data on maternal active smoking 
throughout its text. 

Dr. Gori further commented that the Review Draft ignored 
reports of increased birthweight and of inconsistent dose-response. 
He said that even minor confounders could account for changes of 
the magnitude reported in these studies as due to ETS. He 
suggested that studies reporting birthweight decrements of the same 
magnitude as decrements for active smoking should not be included. 
Finally, Dr. Gori suggested that the authors should better define 
their "metric" for assessing study quality, and should "obey the 
standards" for using and interpreting statistical significance. 

Following these comments, there was no further audience 
participation and no response from the authors of the Review Draft. 
The workshop, originally scheduled to last until 4:00 p.m., 
adjourned at 2:15 p.m. 
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